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-- The MAILING DATE of this communication appears on the cover sheet with the éorrespondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be avallable under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be nmely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely fi Ied may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1) Responsive to communication(s) filed on 01 March 2006.
2a)[] This action is FINAL. 2b)[X] This action is non-final.
3)[] Since this application is in condition for allowance except for formal matters, prosecutlon as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11,453 0.G. 213.

Disposition of Claims

4) Claim(s) 1-8 and 21-24 is/are pending in the application.

4a) Of the above claim(s) ______is/are withdrawn from consideration.
5 Claim(s) is/are allowed.
6)X] Claim(s) 1-8 and 21-24 is/are rejected.
7)[J Claim(s) _____is/are objected to. _
8)[] Claim(s) _____are subject to restriction and/or election requirement. N

Application Papers

9)[C] The specification is objected to by the Examiner. :
10)] The drawing(s) filed on is/are: a)[_] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
1)[] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a) (d) or (f).
a)_ 1Al b)[J Some * ¢)[] None of: .
1.[] Certified copies of the priority documents have been received. ,
2.[] Certified copies of the priority documents have been received in Appllcatlon No.__
3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)). _'
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s) .

1) IX] Notice of References Cited (PTO-892) 4) (] interview Summary (PTO-413)

2) [ Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date.

3) [] information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) L] Notice of Informal Patent it Application (PTO-152)

6) D Other: _____

Paper No(s)/Mail Date

U.S. Patent and Trademark Office . -
PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 05112006
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DETAILED ACTION

Receipt is acknowledged of the Applicant's Remarks and Amended Claims filed
on 3/1/2006. Receipt is also acknowledged of Applicant's Request for Continued

Examination filed on 3/1/2006.

Claim Rejections - 35 USC § 112

The following is a quotation of the first paragraph of 35 U.S.C. 112;

The specification shall contain a written description of the invention, and of the manner and process of
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall
set forth the best mode contemplated by the inventor of carrying out his invention.

Claims 1-8, 21-24 are rejected under 35 U.S.C. 112, first péragraph, as failing to
comply with the written description requirement. The claim(s) contains subject matter
which was not described in the specification in such a way as to fegsonably convey to
one skilled in the relevant art that the inventor(s), at the time the ai?;plication was filed,
had possession of the claimed invention. The instant claims 1-8,.2'1--24 have been
amended to encompass the limitation of “polypeptide-detergent.’;" This term is not set
forth in the instant specification and, as such, is considered to be n'e:w matter.
Moreover, after electronically searching the instant specification, thé only mention of
“detergent” is in the definitions portion of the text (See pages 13-14_. of the instant
specification). Since, the instant application is cqncerned with ponégptide-surfactant

complexes and the amended claims read on a more narrow f‘polypéptide—detergent"
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limitation, the newly amended claims fail to comply with the written description

requirement.

Response to Arguments

Applicant's arguments filed 3/1/2006 have been fully considered but they are not
persuasive. In response to the 1/12/2006 Final Rejection, Applicanf’s assert that ‘329
sufficiently disclose a “polypeptide-detergent complex” as evidenced by the examples
and definitions set forth in their disclosure. While the examiner notes the definitions and
specific examples set forth in the instant disclosure, the examiner respectfully submits
that the instant disclosure is insufficient to support the generic limitation of dried
noncovalently associated polypeptide/detergent complexes.

With respect to Applicant’s arguments, the examiner re;péctfully submits that the
limitation “dried polypeptide-detergent” does not satisfy the writteﬁ j':c‘.'iescription
requirement. Specifically, the examples referred to in the 3/1/2006':f.:fresponse to the
Final Rejection (cetylpyridium bromide, cetyltrimethylammonium b_rbmide,
dodecylpyridium bromide, dodecyldimethylammonium bromide, )
dodecyltrimethylammonium, cetyldimethylethylammonium bromi,‘d;-:i:';‘ and topps) are
referred to as “positively charged surfactants” in the instant disclosﬁre (page 8, lines 8-
16). Moreover, although “surfactant” and “detergent” are deﬂﬁed in the instant
specification, the examiner respectfully ésserts that a “dried polype'btide-detergent" in its

generic form is not set forth in the instant disclosure.” As a result, the examiner
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respectfully asserts that the limitation “dried polypeptide-detergerit"‘does not satisfy the

written description requirement.

Claim Rejections - 35 USC § 112

The following is a quotation of the first paragraph of 35 U.S.C. 112:

The specification shall contain a written description of the invention, and of the manner and process of
making and using it, in such full, clear, concise, and exact terms as to enable-any person skilled in the
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall
set forth the best mode contemplated by the inventor of carrying out his invention.

Claims 1-8 and 21-24 are rejected under 35 U.S.C. 112, first paragraph, because
the specification, while being enabling for a Iimitéd class of deterggé.nts - polypeptide
complexes, wherein the surfactant is chosen from cetylpyridium b@mide,
cetyltrimethylammonium bromide, dodecylpyridium bromide, |
dodecyldimethylammonium bromide, dodecyltrimethylammonium,
cetyldimethylethylammonium bromide, and topps, does not reasoné:bly provide
enablement for the generic class of “dried polypeptide-detergent;’ 'ﬁbmplexes as
claimed. The specification does not enable any person skilled in fhe art to which it
pertains, or with which it is most nearly connected, to practice the invention
commensurate in scope with these claims. The examiner acknpv{l_édges that the
Applicant should not be limited to the examples or specific embodiments in the
specification. However, the limitation “dried polypeptide-detergent’f‘ .is extremely broad
and encompasses an extremely large class of compositions that aré not taught by the
instant disclosure. As such, the disclosure of the instant speciﬁcati;gn is not sufficient to

support the generic concept of “dried polypeptide-detergent.” In srjprt, based on the



Application/Control Number: 10/767,329 ';-" Page 5
Art Unit: 1615 '

instant disclosure, the examiner respectfully submits that one of skill in the art would be
faced with an undue amount of experimentation in attempting to practice the invention

commensurate in scope with the claims.

Claim Rejections - 35 USC § 102

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that
form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a

foreign country or in public use or on sale in this country, more than one year

prior to the date of application for patent in the United States.

Claims 1-8 and 21-24 are rejected under 35 U.S.C. 102(b), as being anticipated

by EP 0335133 A2 (‘133) as evidenced by US 5,939,536 ('536).

‘133 disclose compositions comprising surfactant proteins a;]d phospholipids
(abstract). Said protein-based compositions may be attached to a lipid via a non-
covalent or covalent bond (page 3, lines 24-27 and page 4, Iines»‘7-18). The
compositions contain cell-targeting signals, as they are capable of delivering of the
protein/lipid complex to the lungs (page 3, lines 12-13). ltis thé examiner's position that
the surfactant vesicles used to transport proteins to the lungs are liposomes (page 3,
lines 24-27).

According to ‘133, one type of phospholipid suitable for use in the surfactant

protein/phospholipids mixture is phosphatidylcholine (page 2, lines 25-26). As
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evidenced by ‘536, phosphatidylcholine is a detergent (column 4, Iiries 8-15).
Depending on the “R” groupé attached to phosphatidylcholine, séid ‘bhosphatidylcholine
can comprise a hydrophobic alkyl chain of 4 to 30 carbons. Thus, like the instant claim
1, ‘133 disclose a detergent/polypeptide complex.

In terms of the process of preparing said lipid/peptide complex, leuprolide, a
nanopeptide, was admixed with lipids, phospholipids, and detergep{'s (page 5, line 15-
25). The solvents were then evaporated (page 5, lines 20-23). It i.'s;:'the examiner's
position that, after evaporation of the solyents, the peptide/lipid co‘rr_:ltplex was dried.
After the solvent was evaporated from the peptide/lipid complex, a émall quantity of
ethanol, an aqueous solvent, was added to the complex (page 5, Iir;‘es 20-23). After the
preparation of said lipid/peptide complex, the dispersion was administered to a subject
(page 6, lines 15-29). Specifically, the drug complex was deliveréd-to dogs via a
catheter (page 6, lines 28-29). Since the drug.-complex was admihi_stered to dogs via
the “permanent stoma near the bifurcation of the major bronchi,” th; examiner
respectfully submits that cells were necessarily “contacted” with the drug complex.

The claims are therefore anticipated by EP 03351.3:3 A2 (133) as evidenced by

US 5,939,536 (‘536).

Claims 1-8 and 21-24 are rejected under 35 U.S.C. 102(b) ég, being anticipated

by US 5,858,398 (398) as evidenced by US 3,578,591 ('691). .. -~
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‘398 disclose pharmaceutical compositions comprising (1) p;t:j:ospholipids, (2)
surfactants, (3) sterols, (4) pharmaceutically active agehts, and (5)>.f'atty acids having a
chain length of C1 to C14 (Claim 1). According to ‘398, proteins, §QCh as insulin, may
be used as the active agent and surfactants, such as sorbitan monooleate, sorbitan
sesquileate, and sorbitan monolaurate, may bé used in the composition (Claims 1-2 and
Example 1). As evidenced by ‘591, sorbitan monooleate, sorbitan sesquileate, and
sorbitan monolaurate are all suitable detergents (column 6, lines é@';40). Like the
instant claim set, the polypeptide complex advanced .by ‘398 may?e noncovalently
bound and may be in “dry” form (column 12, lines 56; column 19, Ii;)e 65 — column 20,
line 5; and column 20, line 48). Sterol-based compoﬁnds are alsovi-a'dded to the
composition in order to increase the compositions “adherence to éb;sorptive cells”
(column 15, lines 35-54). | -

‘398 also set forth a process for making and using the ab_ové_'composition
(Example 1; column 19, iine 11 — column 20, line 52). According tc':)""‘;398, an insulin
peptide may be combined with phospholipids, sterols, and surfactahts (including the
above detergents) and said complex may be dissolved in an organAié solvent (Example
1). The polypeptide complex may then be dried (column 19, line 6;55— column 20, line 5
and Example 3). After preparing the polybeptide-complex, said cbf;_r_.iplex can be
dissolved in a suitable solvent and contacted with cells (column 26,‘".Iines 25 — column
27, line 60).

The claims are therefore anticipated by US 5,858,398 (‘3981) as evidenced by US

3,578,591 (‘591).
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Correspondence

Any inquiry concerning this communication or earlier comrhuhications from the
examiner should be directed to David L. Vanik whose telephone‘ nufhber is (671) 272-
3104. The examiner can normally be reached on Monday-Friday 8':30 AM - 5:00 PM.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's
supervisor, Michael Woodward, can be reached at (571) 272-8373.?- The fax phone
number for the organization where this application or proceeding is'f‘fassigned is (671)
273-8300. "

Information regarding the status of an application may be ob:_tained from the
Patent Application Information Retrieval (PAIR) system. Status infojrmation for
published applications may be obtained from either Private PAIR or .Public PAIR.
Status information for unpublished applications is available througﬁ'Private PAIR only.
For more information about the PAIR system, see http://pair—direct..:@.spto.gov. Should
you have questions on access to the Private PAIR systerh, contact‘_».t'he Electronic

Business Center (EBC) at 866-217-9197 (toll-free).

David Vanik, Ph.D.
Art Unit 1615
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